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DETAILED ACTION 
RCE 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 7/29/09 has been entered. 

Status of the Claims 
Claims 1-14 are currently pending and under consideration. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 12-14 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non- statutory subject matter. 

The rejection is reiterated from the previous Office action mailed 1 1/18/08. 

This rejection is reiterated from the previous Office action, which is consistent with the 
Office's recent "Interim Examination Instructions for Evaluating Subject Matter Eligibility 
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Under 35 USC 101," effective August 24, 2009, which is available at the Office's website at 
http://www.uspto.gov/wc'' t H> .. /» >. ;\' ■ > ms.pdf . 

As set forth in the Interim Examination Instructions (pages 4-5), a process claim, to be 
statutory under 35 USC 101, must pass the machine-or-transformation test (M-or-T test), that is, 
a claimed process must: 

(1) be tied to a particular machine or apparatus; or 

(2) particularly transform a particular article to a different state or thing. 

In the instant case, while the amended claims recite in the preamble that the method is 
performed in a system which comprises a processor, and recites storing the result in a system and 
outputting to a user in the last two steps, the claimed process is not tied to a particular machine or 
a particular apparatus. The Interim Instructions state point out that the particular machine tie or 
particular transformation must meet two corollaries to pass the test for subject matter eligibility. 
Fist, the use of the particular machine or transformation must impose meaningful limit on the 
claims's scope. So, a machine time in only a field of use limitation would not be sufficient. 
Second, the use of the particular machine or the transformation of the particular article must 
involve more than insignificant extra-solution activity. If the machine or transformation is only 
present in a field of use limitation or in a step that is only insignificant extra-solution activity, the 
claim fails the M-or-T test, despite the presence of a machine or a transformation in the claim. 
See page 5 of the Instruction. In the instant case, the preamble and the steps of storing and 
outputting would fall into this category of insignificant extra-solution activities. The court has 
also pointed out that the involvement of the particular machine/apparatus or transformation in a 
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claimed process must not merely be an insignificant extra-solution activity. See Flook, 437 U.S. 
at 590. 

Additionally, while the steps refer to biochip, which is interpreted as a machine or 
apparatus, it is actually the "results of the biochip" that are analyzed in the claims without 
requiring that the biochip itself be used in the claims. 

Moreover, there is no physical transformation achieved by the claimed process. 

This rejection could be overcome by amending the claims to produce a physical 
transformation or tie to a particular machine or apparatus in steps that are not insignificant extra- 
solution activity. Applicant, however, is cautioned against introducing new matter in the 
amendment. 

Claim Rejections-35 USC § 112 

The rejection of claims 1-14 under 35 U.S.C. 1 12 , second paragraph, for reasons set 
forth in the previous Office action is withdrawn in view of applicant's amendment filed 7/29/09. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Osborne et 
al. (IDS document: Artificial Intelligence System for Genetic Analysis, WO 01/16860 A2, 
March 8, 2001). 

The claims are amended to be drawn to a method or a server-client network system for 
genotyping analysis on a target sample. The network comprises a server including an analysis 
algorithm database for the genotyping analysis and a client system communicatively coupled to 
the server, which receives the results of a biochip test on the target sample, identifies a biochip 
on the target sample, selects and downloads an analysis algorithm for the chip, performs the 
genotyping analysis and stores and output the results to a user, wherein the selected algorithm is 
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established using statistical data for results of performing testing on a number of patient and 
reference samples using the biochip. 

Absent an explicit definition in the specification, the term "analysis algorithm" is 
interpreted as any algorithms for any analysis. 

With regard to at least independent claims 1 and 12, Osborne et al. disclose a network 
system and a method for genetic analysis. The network system comprises a server that includes 
multiple databases required for the genetic analysis, which are provided to client that receives the 
results of a microarray analysis and performs the genetic analysis. See at least Fig. 1 and pages 
4-6. The genetic analyses include analysis of genomic mutations (see page 12, lines 30-31), 
which is interpreted as a type of genotyping. Osborne et al. disclose that the system comprises 
central data processing facilities and user facilities and that "each user facility may include an 
optical scanning system to collect hybridization signals from a nucleic acid array, an image 
processing system to convert the optical data into a set of hybridization parameters, a connection 
to a data network, and a user interface to display, manipulate, search, and analyzed hybridization 
information." See page 5. The system comprises various types of users at different tiers including 
remote users/local users, web users/internet users, diagnostic users including diagnostic master 
users, and browser users (see pages 10-12), any and all of which is interpreted as being part of 
the client system as recited in the instant claims. Since the user facilities (interpreted as client) 
and the central data processing facilities (interpreted as server) comprising the databases are 
linked by encrypted network connections (see page 5), it is interpreted that the databases in the 
server are provided to the client and that the client system is communicatively coupled to the 
server. 



Furthermore, Osborne et al. state on page 12: 
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There are two categories of diagnostic users, such as "diagnostic master users" and 
"diagnostic users". Accounts for diagnostic master users are authorized and correspond to 
the user sites where the systems are deployed. These diagnostic master users are allowed 
to authorize accounts for diagnostic users. For clinical applications, diagnostic users 
correspond to the individuals that have been tested. For research and development 
applications, diagnostic master users can designate either individual chip test results or 
groups of chips as a single diagnostic user, wherein this option lies with the diagnostic 
master users in order to meet their testing and analysis needs. Diagnosis processing is a 
key part of the artificial intelligence system. The diagnosis processing for clinical 
applications may be different from that of research and development applications. 
Diagnosis processing for clinical applications implements a rules-based analysis 
application which utilizes a database set of rules and results. Diagnosis processing 
thereby determines which conditions apply to the various combinations of gene 
expression levels and personal medical history. 



The accounts authorized to diagnostic users are also interpreted as part of the client 
system as the accounts correspond to the user sites. Additionally, this statement clearly indicates 
that for a diagnostic user, i.e. client, to perform the diagnosis processing, the user first receives 
(i.e. downloads) the systems because they "are deployed," and the system includes databases of 
rules, etc., which are interpreted as analysis algorithms. 



With regard to the limitation of identifying the biochip for the target sample, while 
Osborne et al. do not explicitly disclose identifying the biochip for the target sample, the 
databases in the server disclosed by Osborne et al. include database for chip ID and pattern/lay- 
out, analysis algorithm and a quality control database. See at least Fig. 1 and pages 5-7, 10, 12- 
14, and 27. See also pages 19-22 for rules/algorithm for analysis in the system. Because the 
algorithm is for analysis of the biochip data and the biochip has identifier, it is interpreted the 
chip ID is to be used for identifying the chip (biochip 



Application/Control Number: 10/765,547 Page 8 

Art Unit: 1631 

Osborne et al. do not explicitly disclose that the analysis algorithm is established using 
statistical data for results of performing testing on a number of patient and reference samples 
using the biochip. 

However, it would have been obvious to one having ordinary skill in the art that in order 
for Osborne's rules to be used by users for the analysis of diagnostics, or any rules for anybody 
to use for diagnostic analysis of a disease, such rules would have been established on the basis of 
previous test or diagnostic results on patients and compared with normal individuals using 
statistical data and tests. 

With regard to claims 2 and 13, the databases in the server disclosed by Osborne et al. 
include database for chip ID and pattern/lay-out, analysis algorithm and a quality control 
database. See at least Fig. 1 and pages 5-7, 10, 12-14, and 27. See also pages 19-22 for 
rules/algorithm for analysis in the system. Because the algorithm is for analysis of the biochip 
data and the biochip has identifier, it is interpreted as the algorithm is relevant to the biochip 
identifier in view of the indefiniteness of the limitation set forth above. 

With regard to claims 3-4, the server of the system by Osborne et al. comprises database 
that is built up from statistical data for the results of test on a number of patients and references 
samples using microarrays. Osborne et al. disclose that the database server stores hybridization 
profiles, patient profiles, reference information, clinical information associated with 
hybridization profiles, and statistical summaries. See page 5. Osborne et al. further disclose that 
"hybridization profiles collected by remote and/or local facilities include clinical observations or 
other information associated with each profile, and the profile with associated observations is 
added to the central database." See page 6. Osborne et al. also state that "the databases of the 
instant invention continually mature and develop into more and more complex systems as 
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information from public and private sources continues to be added to the existing database." See 
pages 13 and 15. Thus, the databases are being built up while the users use the system. 

With regard to claim 5, in the system disclosed by Osborne et al, the users/clients 
comprise optical scanning system and identifier recognizer. See at least Fig. 1 and pages 1 1 and 
16. 

With regard to claims 6-8 and 14, which include limitations that the client comprises an 
engine for performing a series of logical functions, in the system disclosed by Osborne et al, the 
client comprises an engine or means for performing a function of detecting the identifier of the 
biochip (see Fig. 1 and the "application ID on at least page 16, array ID and array location ID on 
at least pages 26-27, and sample ID, patient ID, etc. on pages 28-29). Client can select and 
download data/database based on application ID, etc., and perform genotyping analysis. See the 
diagnostic architecture listed on pages 16-18. Furthermore, with regard to claim 8, the method of 
Osborne et al. allows client to perform the genetic analysis including reading results via scanning 
system, (see pages 16-18), linking results with spot position information of the chip, etc. (see 
pages 13-14, where the database queries include chip ID genetic pattern, pattern match, result 
output, etc. and page 15). Users can perform functions such as correlating the hybridization 
signals of one or more probes and creating test hypothesis relating to a particular pathological or 
physiological condition, using the server databases to search, correlate, manipulate and display 
existing data, etc. See page 15. 

With regard to claims 9-11, which are drawn to computer readable medium comprising 
computer executable instructions for executing the method steps and functions performed by the 
system above, given that the system for performing the functions and method steps as set forth 
above is a web-based computer systems including server and client, it would be readily 
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recognized by one skilled in the art that the system inherently comprises computer readable 
medium containing computer executable instructions for performing the functions. 

Applicant's arguments filed 7/29/09 have been fully considered but they are not found 
persuasive. 

After summarizing the Office action, applicant argues that the applicant "finds no 
suggestion or teaching in Osborne of the web, database, application or operations server as 
including 'databaes of rules' so as to teach the 'analysis algorithms' of the claimed invention," 
etc. See page 13 of 16. This is not found persuasive. As set forth in the previous Office action in 
responding to applicant's similar argument, Osborne ct al. clearly disclose that their invention 
provides "a complete system" and databank for array analysis and clinical analysis. The system 
includes neural network algorithms among other things. See page 4. Osborne et al. also disclose 
that "[i]n another manner of practicing the invention, users perform statistical tests on cataloged 
hybridization profiles stored in the central data processing facility ... users create and test 
hypothesis relating hybridization information to particular pathological or physiological states. 
Clearly, this would be done in a system like the web or internet. A variety of statistical analyses 
are provided to suggest and evaluate hypothesis" (see page 6, emphasis added by the Office). 
Since the system of Osborne et al. is an artificial intelligent system with neural network 
algorithms, etc., it would have been obvious to one having ordinary skill in the art that these 
"variety of statistical analyses" that are provided "to suggest and evaluate hypothesis" are 
algorithms for the analysis, which are thus analysis algorithms, and if they "are provided," they 
must be provided to a user of the system of Osborne et al including the rules in the database. 
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Applicant then argues that even if the user receives the system including web, database, 
etc, there is still no teaching or suggestion by Osborne as to what or who starts or triggers a 
transfer of the system so that the user receives the system. Applicant then concludes that Osborne 
thus does not teach or suggest the client system performing downloading the selected analysis 
algorithm. See page 14 of 16 of the response. This is also unpersuasive. 

First, applicant is arguing limitations that is not in the claims, i.e. what or who triggers 
the transfer of the system. Secondly, as set forth above in the paragraph cited from Osborne 
(page 12) , Osborne explicitly disclose that for one application, accounts for diagnostic master 
users are authorized and correspond to the user sites where the systems are deployed ; that for 
research and development applications, diagnostic master users can designate either individual 
chip test results or groups of chips as a single diagnostic user, wherein this option lies with the 
diagnostic master users in order to meet their testing and analysis needs, and that diagnosis 
processing is a key part of the artificial intelligence system and the diagnostic processing for 
clinical applications implements a rules based analysis application which utilizes a database set 
of rules and results. It would have been obvious to one having ordinary skill in the art that if the 
systems are deployed, they must have been provided to the users. The result is the system is 
deployed and transferred, regardless of what and who triggers the transfer, which is not a claim 
limitation. 

It should be pointed out again that Osborne et al. disclose many different inventions and 
there are many different applications for the systems therein, as evidenced by such phrases as 
"one aspect of the present invention," "In another manner of practicing the invention" (page 5) 
and "in some manners of practicing the invention" (page 6). 
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Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shubo (Joe) Zhou, whose telephone number is 571-272-0724. 
The examiner can normally be reached Monday-Friday from 8 A.M. to 4 P.M. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Marjorie Moran, 
can be reached on 571-272-0720. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. For all other customer support, please call the 
USPTO Call Center (UCC) at 800-786-9199. 



/Shubo (Joe) Zhou/ 
Shubo (Joe) Zhou, PH.D. 
Primary Examiner 



